§882.5070

§882.5070 Bite block.

(a) ldentification. A bite block is a de-
vice inserted into a patient’s mouth to
protect the tongue and teeth while the
patient is having convulsions.

(b) Classification. Class Il (perform-
ance standards).

§882.5150 Intravascular
catheter.

occluding

(a) Identification. An intravascular
occluding catheter is a catheter with
an inflatable or detachable balloon tip
that is used to block a blood vessel to
treat malformations, e.g., aneurysms
(balloonlike sacs formed on blood ves-
sels) of intracranial blood vessels.

(b) Classification. Class Il (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. A PMA or a notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before December 26, 1996
for any intravascular occluding cath-
eter that was in commercial distribu-
tion before May 28, 1976, or that has, on
or before December 26, 1996 been found
to be substantially equivalent to an
intravascular occluding catheter that
was in commercial distribution before
May 28, 1976. Any other intravascular
occluding catheter shall have an ap-
proved PMA or a declared completed
PDP in effect before being placed in
commercial distribution.

[44 FR 51730-51778, Sept. 4, 1979, as amended
at 52 FR 17740, May 11, 1987; 61 FR 50708, Sept.
27, 1996]

§882.5175 Carotid artery clamp.

(a) ldentification. A carotid artery
clamp is a device that is surgically
placed around a patient’s carotid ar-
tery (the principal artery in the neck
that supplies blood to the brain) and
has a removable adjusting mechanism
that protrudes through the skin of the
patient’s neck. The clamp is used to oc-
clude the patient’s carotid artery to
treat intracranial aneurysms
(balloonlike sacs formed on blood ves-
sels) or other intracranial vascular
malformations that are difficult to at-
tach directly by reducing the blood
pressure and blood flow to the aneu-
rysm or malformation.
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(b) Classification. Class Il (perform-
ance standards).

§882.5200 Aneurysm clip.

(a) ldentification. An aneurysm clip is
a device wused to occlude an
intracranial aneurysm (a balloonlike
sac formed on a blood vessel) to pre-
vent it from bleeding or bursting.

(b) Classification. Class Il (perform-
ance standards).
§882.5225 Implanted malleable clip.

(a) ldentification. An implanted mal-
leable clip is a bent wire or staple that
is forcibly closed with a special instru-
ment to occlude an intracranial blood
vessel or aneurysm (a balloonlike sac
formed on a blood vessel), stop bleed-
ing, or hold tissue or a mechanical de-
vice in place in a patient.

(b) Classification. Class Il (perform-
ance standards).

§882.5235 Aversive conditioning de-
vice.

(a) ldentification. An aversive condi-
tioning device is an instrument used to
administer an electrical shock or other
noxious stimulus to a patient to mod-
ify undesirable behavioral characteris-
tics.

(b) Classification. Class Il (perform-
ance standards).

§882.5250 Burr hole cover.

(a) ldentification. A burr hole cover is
a plastic or metal device used to cover
or plug holes drilled into the skull dur-
ing surgery and to reattach cranial
bone removed during surgery.

(b) Classification. Class Il (perform-
ance standards).

§882.5275 Nerve cuff.

(a) Identification. A nerve cuff is a tu-
bular silicone rubber sheath used to en-
case a nerve for aid in repairing the
nerve (e.g., to prevent ingrowth of scar
tissue) and for capping the end of the
nerve to prevent the formation of
neuroma (tumors).

(b) Classification. Class Il (perform-
ance standards).

§882.5300 Methyl
cranioplasty.

(a) ldentification. Methyl methacry-
late for cranioplasty (skull repair) is a

methacrylate for
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